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Status 
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2a )^ This action is FINAL. 2b)D This action is non-final. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This action is in response to the applicant's amendment received 19 April 2010. 
The application is not in condition for allowance for the reasons set forth below. Claims 
7, 15, 16, 21-31, and 38 remain cancelled. 

Response to Arguments 

Applicant's arguments with respect to claims 1-6, 8-14, 17-20, 32-37, and 39-43 
have been considered but are moot in view of the new ground(s) of rejection. 
Applicant's arguments filed 19 April 2009, with respect to the rejection(s) of claim(s) 1-6, 
8-14, 17-20, 32-37, and 39-43 over Gifford and Hattler have been fully considered and 
are persuasive. Therefore, the FINAL rejection necessitated by the amendment 
received 12 November 2009 has been withdrawn and a new FINAL rejection is set forth 
below. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claim 43 is rejected under 35 U.S.C. 102(e) as being anticipated by Gifford, 
III et al. (U.S. Patent No. 5,695,504). Gifford discloses a method of joining a blood 
conduit to a blood vessel (see entire document) comprising the steps of making an 
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incision (700) in the blood vessel wall (682), inserting a tubular member (691) into the 
conduit (graft vessel 254), advancing the tubular member distal region (693) through the 
incision, performing the anastomosis (or "fixedly joining the conduit distal region to the 
vessel wall") near the incision while providing an oxygenated liquid flow from an outlet 
(694) of the tubular member disposed within the conduit and into the blood vessel by 
way of an inlet end or by providing fluid through the tubular member from the conduit 
proximal region (for example, see paragraph 250), and after performing the 
anastomosis (or "fixedly joining the conduit to the vessel") withdrawing, or retracting, the 
tubular member through the conduit (for example, see column 65, line 58 through 
column 66, line 22, and Figure 54 for further details), wherein blood flow is enabled 
through the entire length of the conduit once the anastomosis has been completed. 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



Application/Control Number: 10/824,341 
Art Unit: 3773 



Page 4 



Claims 1-6, 9-14, 17, 32-37, and 40-42 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Gifford, III et al. (U.S. Patent No. 5,695,504) and Taylor et 
al. (U.S. Patent No. 5,925,054). Gifford discloses a method of joining a blood conduit to 
a blood vessel (see entire document) comprising the steps of making an incision (700) 
in the blood vessel wall (682), inserting a tubular member (691) into a conduit (graft 
vessel 254), advancing the tubular member distal region (693) through the incision, 
expanding the tubular member distal region (the inflatable balloons 696 and 697) 
radially outward, performing the anastomosis (or "fixedly joining the conduit distal region 
to the vessel wall") near the incision while providing an oxygenated liquid flow from an 
outlet (694) of the tubular member disposed within the conduit and into the blood vessel 
by way of an inlet end or by providing fluid through the tubular member from the conduit 
proximal region (for example, see paragraph 250), and after performing the 
anastomosis (or "fixedly joining the conduit to the vessel") withdrawing, or retracting, the 
tubular member through the conduit (for example, see column 65, line 58 through 
column 66, line 22, and Figure 54 for further details), wherein blood flow is enabled 
through the entire length of the conduit once the anastomosis has been completed. 

Gifford also discloses the anastomosis can be performed using any of the 
methods described in the disclosure, in which Gifford discloses anastomosis procedures 
that may include suturing the conduit to the vessel wall (for example, either the use of 
sutured anastomosis or stapled anastomosis techniques is described in column 68, 
lines 6-14). Gifford further discloses the blood vessel may be a coronary artery, the 
aorta, or any other vessel (for example, see column 9, lines 32-34), the conduit may be 
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a saphenous vein or an internal mammary artery (for example, see column 66, line 64 
through column 67, line 7), the oxygenated fluid may include blood or a non-blood 
oxygenated carrying substance (for example, see column 66, lines 8-13), and the blood 
oxygenated fluid may include blood supplied from the patient's femoral artery (for 
example, in the procedure in which the blood vessel is the femoral artery) or aorta (for 
example, in the procedure in which the blood vessel is the aorta). Gifford fails to 
disclose the step of expanding the lumen of the tubular member distal region radially 
outward. 

Taylor discloses a method of providing oxygenated fluid flow through a vessel 
during an anastomosis (see entire document). Taylor teaches the step of expanding a 
distal region of a tubular member inserted in the blood vessel, including its lumen, 
radially outward in the blood vessel in order to provide enhanced contact with the 
interior wall of the vessel to maximize isolation of the anastomosis site (for example, 
see column 1 0, line 41 through column 1 1 , line 1 2). It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to form Gifford's 
tubular member distal region as taught by Taylor and perform the method step of also 
expanding the lumen of the tubular member, since such a modification would have 
yielded predictable results, namely, a method of effectively isolating the anastomosis 
site during an anastomosis procedure. 

With further respect to claims 3 and 34, Gifford discloses inserting a tubular 
member into a conduit and advancing a tubular member through a vessel, wherein the 
inserting is performed before the advancing. The applicant has not disclosed that 
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performing the inserting after advancing provides an advantage, is used for a particular 
purpose, or solves a stated problem over inserting before advancing. Furthermore, the 
applicant discloses that the inserting step may be performed either before or after the 
advancing step. It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to perform the inserting after the advancing as a matter of 
design choice, since it appears both steps would perform equally well and a mere 
reversal of these steps involves only routine skill in the art. 

With further respect to claims 14 and 42, Gifford discloses that if the blood flow 
through the tubular member is insufficient, oxygenated fluid may be injected through a 
luer fitting connected to the tubular member (for example, see column 66, lines 8-1 3). 
One of ordinary skill in the art would recognize that insufficient blood flow may be 
related to an insufficient, or low, blood pressure. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to inject the fluid 
through the tubular member at a pressure higher than the patient's blood pressure in a 
procedure in which blood flow through the tubular member is insufficient. Doing so 
would ensure the fluid passes through the tubular member and into the blood vessel. 

With further respect to claim 17, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to inject the fluid pressure by 
a bulb through a port into the tubular member that is distinct from the proximal end as a 
matter of design choice, since the applicant has failed to disclose such a configuration 
provides an advantage, is used for a particular purpose, or solves a stated problem, and 
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it appears injecting the fluid through a port in the proximal end (as disclosed by Gifford) 
would perform equally well. 

With further respect to claim 32, Gifford discloses that end-to-end anastomosis 
procedures are well known and suggests that the device disclosed is suitable for both 
end-to-side and end-to-end anastomosis procedures (for example, see background of 
the invention). To perform the steps of advancing the tubular member through the blood 
vessel proximal end and fixedly joining the conduit distal region to the vessel wall near 
the blood vessel proximal end would have been obvious to one having ordinary skill in 
the art at the time the invention was made if the procedure required an end-to-end 
anastomosis be performed. 

Claims 18-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gifford, III et al. and Taylor et al. as applied to claim 1 above, and further in 
view of Amor et al. (U.S. Patent No. 6,059,809). Gifford as modified by Taylor 
discloses the claimed invention except for the step of inserting a stiffening member 
within the tubular member. Amor discloses a method (see entire document) comprising 
the steps of inserting a tubular member (4) through a conduit (8) and into a vessel. 
Amor teaches inserting a stiffening member (6) within the tubular member (4) in order to 
serve as a guide through the vessel. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to insert a stiffening member 
within the tubular member of Gifford as modified by Taylor. Doing so would provide a 
means for guiding the tubular member through the vessel, thus preventing inadvertent 
damage to the blood vessel wall by the tubular member. 
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Allowable Subject Matter 

Claims 8 and 39 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims (I.e., if claim 8 were incorporated into claim 1 
and claim 39 were incorporated into claim 32, claims 1-6, 9-14, 17-20, 32-37, and 40-42 
would be in condition for allowance). 

Conclusion 

Applicant's amendment received 12 November 2009 necessitated the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS 
MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELANIE TYSON whose telephone number is 
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(571)272-9062. The examiner can normally be reached on Monday through Friday 7-7 
(max flex). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Melanie Tyson /M. 1.1 
Examiner, Art Unit 3773 
April 21, 2010 

/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 



